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TI Injectable composition comprising lansoprazole and a chelating agent 

AB An injectable composition comprising a combination of lansoprazole, its 
optically active isomer, or a salt thereof, and a chelating agent, which 
is used at pH 9 to 12. The injectable composition has excellent stability and 
solubility, and has such a high-quality that particulate insolubles are not 
formed when the composition is kept and supplied in a glass container and even 
in a plastic container and also when the composition is kept in these 
containers for a long time. Thus, a composition contained lansoprazole 30, 
N-methylglucamine 10, mannitol 60, and NaOH 3.45 mg and water for 
injection 5 mL . 
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TI Film comprising therapeutic agents 

AB The present invention is related to the composition and methods of manufacture 
of 

orally-dissolvable, edible films as a vehicle for the non-invasive 
administration of nitroglycerin, as well as other therapeutic agents 
either with or without nitroglycerin, through the mucosal tissues of the 
oral cavity. The films include a water-soluble film-forming polymer, such as 
pullulan. Methods for producing the films are also disclosed. 
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TI Fast dissolving orally consumable films containing a sweetener 

AB A consumable film adapted to adhere to and dissolve in the oral cavity, 

comprises at least one water-soluble polymer, a taste-masking effective amount 
of a sweetener, and a pharmaceutically active agent having a sufficiently 
unpleasant taste that it is desirably masked by the sweetener. For 
example, a buccal film was formulated containing dextromethorphan • HBr 
22.7322, Amberlite IRP69 24.2477, xanthan gum 0.1165, locust bean gum 
0.1365, carrageenan 0.5851, pullulan 31.2066, K sorbate 0.1170, menthol 
3.908, peppermint flavor 0.3908, cherry flavor 0.3908, sour cherry 3.3871, 
Warm Sensation 0.8362, artificial masking flavor 0.6273, Succulence 



0.3908, FD&C Red Number 40 0.0149, polysorbate 80 0.6826, Atmos 300 0.68 
glycerin 2.9256, mannitol 3.9008, and sucralose 2.7279 %. 
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TI Preparation of aqueous clear solution dosage forms with bile acids 
AB Compns. for pharmaceutical and other uses comprise clear aqueous solns. of 
bile acids which do not form any detectable ppts. over selected ranges of 
pH values of the aqueous solution The compns. comprise (i) water, (ii) a bile 
acid component in the form of a bile acid, bile acid salt, or a bile acid 
conjugated with an amine by an amide linkage; and (iii) either or both an 
aqueous soluble starch conversion product and an aqueous soluble non-starch 
polysaccharide. The composition remains in solution without forming a 
precipitate over a 

range of pH values and, according to one embodiment, remains in solution for 
all pH values obtainable in an aqueous system. The composition may further 
contain 

a pharmaceutical compound, such as insulin, heparin, bismuth compds . , 
amantadine and rimantadine. For example, solution dosage forms that did not 
show any precipitation at any pH were prepared containing ursodeoxycholic acid 
(UDCA) 22 

g, IN NaOH 75 mL, chenodeoxycholic acid (CDCA) 3 g, maltodextrin 875 g, 
bismuth citrate 4 g, citric acid or lactic acid as needed, and purified 
water to make 1 L. 
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TI Fast dissolving orally consumable films containing an ion exchange resin 
as a taste masking agent 

AB Physiol, acceptable films, including edible films, are disclosed. The 

films include a water soluble film-forming polymer, such as pullulan, and a 
taste masked pharmaceutically active agent, such as dextromethorphan. The 
taste masking agent is preferably a sulfonated polymer ion exchange resin 
comprising polystyrene cross-linked with divinylbenzene, such as 
Amberlite. Methods for producing the films are also disclosed. For 
example, an antitussive film was prepared in accordance with the following 
procedure: (A) uncoated dextromethorphan hydrobromide was dissolved with 
mixing in the water, while maintaining the temperature at 75°, Amberlite 
resin was then mixed into the water with heating at 70-80°, and 
heating was stopped, water lost to evaporation was replaced, and the potassium 
sorbate and sweeteners were then added to the composition with mixing to form 
Preparation A. (B) The film-forming ingredients (i.e., xanthan gum, locust 
bean gum, carrageenan and pullulan) were mixed in a sep. container to form 
Preparation B. (C) Preparation B was slowly added to Preparation A with rapid 

mixing, 

followed by overnight mixing at a reduced rate to provide Preparation C. (D) 
The menthol was dissolved with mixing in the ale. in a sep. container. 
The Physcool was then dissolved with mixing therein. Monoammonium 
glycyrrhizinate, Polysorbate 80, Atmos 300 and flavors were then added to 
the mixture and mixed to enhanced uniformity to form Preparation D. (E) 
Preparation 

D, glycerin and mannitol were added to Preparation C with thorough mixing to 
provide Preparation E. Preparation E was poured on a mold and cast to form a 

film 

of a desired thickness at room temperature The film was dried under warm air 
and cut to a desired dimension (dictated by, e.g., dosage and mouthfeel) 
for taste testing. The active film had a pleasing appearance and taste. 
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TI Fast dissolving orally consumable films 

AB Physiol, acceptable films, including edible films, are disclosed. The 

films include a water soluble film-forming polymer such as pullulan. Edible 
films are disclosed that include pullulan and antimicrobially effective 
amts. of the essential oils thymol, Me salicylate, eucalyptol and menthol. 
The edible films are effective at killing the plaque-producing germs that 
cause dental plaque, gingivitis and bad breath. The film can also contain 
pharmaceutically active agents. Methods for producing the films are also 
disclosed . 
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TI Drug interaction prevention in combination dose units 

AB A combination therapy dose unit designed to prevent interaction between a 
plurality of active agents is prepared by charging particles of an active 
agent, charging particles of an inert particulate medium with a charge of 
opposite polarity, and allowing the charged particulate medium particles 
to adhere electrostatically to the charged particles of the active agent, 
thereby coating the active agent with inert particulate medium. 
Thereafter, other active agents can be treated in a similar manner and the 
electrostatically coated active agents can be combined, optionally 
together with other noncoated active agents, into a single combination 



therapy dose unit such as a tablet. Thus, microparticles containing Bi 
subsalicylate, PVP (binder) , lactose (filler) , and an exploder were passed 
over a pos. electrode at 20,000-30,000 V and 50-120 mA to render the 
microparticle surface pos. charged. Micronized Mg stearate (inert 
particulate medium) was neg. charged by passing it over a neg. electrode 
in a similar manner, and was then used to form a microscopic coat around 
the pos. charged particles. Microparticles of tetracycline-HCl and of 
metronidazole were similarly pos. charged and coated with inert 
particulate medium, and all 3 coated active agents then blended, combined 
with binders, fillers, and disintegrants, and compressed into tablets 
containing Bi, tetracycline-HCl, and metronidazole in proportions of 
100:200:200. 
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